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DETAILED ACTION 

1 . This Office action is responsive to an amendment filed November 5, 2008. Claims 1-9 
are pending. Claims 10-38 have been cancelled. No claim has been amended. 

Claim Rejections - 35 USC § 103 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

3. Claims 1-2, 5-6 & 9 are rejected under 35 U.S.C. 103(a) as obvious over HoUister (US 
5,277,31 1) in view of HoUister (US 4,982,842). 

In regards to claims 1-2 & 9, HoUister disclose(s) a holder assembly comprising: 

a holder housing 2 for receiving a sample collection tube within a rearward end, a 
forward end of the holder housing 2 including; 

a needle receiving port (6, 8) for receiving a needle cannula 28 therein and 

a safety shield 20 pivotably attached to a collar 18, said collar 1 8 having an opening 
therethrough for receiving a needle cannula 28 therethrough, the safety shield 20 is capable of 
being pivoted over at least a portion of a needle 12 received within the needle receiving port (6, 
8) of the holder housing 2, 

wherein the safety shield 20 and the collar 1 8 are axially rotatable with respect to the 
holder housing 2 about an axis of the holder housing 2, such that the safety shield 20 and the 
collar 1 8 can be radially rotated to a desired position around a needle 28 received within the 
needle receiving port (6, 8) and around the axis of the holder housing 2 without axial movement 
of the collar along the axis (see figs. 1-5; col. 3, lines 23-41); 

wherein the collar 18 is annular (see figs. 1-5); 
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wherein the shield 20 and the collar 18 are integral and attached through a living hinge 24 
(see figs. 1-5); 

wherein the shield 20 comprises a rearward end, a forward end, and a longitudinal 
opening in the forward end for receiving a needle (see fig. 4); 

wherein the collar 18 attaches to the holder housing 2 via a protrusion 16 and groove 22 
means (see figs.4-5); 

wherein the protrusion 16 and groove 22 are annular (see figs. 4-5); 

wherein the collar 18 is rotatable about an axis of the holder housing 2 (see col. 3, lines 

23-41); 

wherein the collar 18 further comprises an interior opening for receiving a needle cannula 
28 therein (see figs. 1-4); 

wherein the interior opening includes structure 14 for engagement with corresponding 
mating structure on a needle cannula assembly (see fig. 3). 

Hollister ('311) discloses a holder assembly, as described above, that fails to explicitly 
teach an annular skirt. 

However, Hollister ('842) discloses a holder assembly comprising an annular skirt 
extending about a receiving port (see fig. 4; col. 4, lines 26-31; col. 6, lines 67-68; col. 7, lines 1- 
3). 

In regards to claim 1, since Hollister ('842) teaches a holder assembly wherein addition 
of an annular skirt 76 allows an annular protrusion 18 on a collar 2 to externally mate with a 
holder housing 72 (see fig. 4; col. 4, lines 26-31; col. 6, lines 67-68; col. 7, lines 1-3), it would 
have been obvious to one of ordinary skill in the art at the time Applicant's invention was made 
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to provide the holder assembly of HoUister ('3 1 1) with an annular skirt such that the collar is 
received between the annular skirt and the receiving port of the holder housing as taught by 
HoUister ('842) in order to allow an annular protrusion on the collar to externally mate with a 
holder housing. 

In regards to claims 1 & 5-6, since HoUister ('311) teaches a holder assembly comprising 
an annular protrusion 16 and a groove 22 for rotatably (i.e. by torque) and frictionally mating the 
collar 18 against the holder housing 2 such that the safety shield 20 and the collar 18 are axially 
rotatable with respect to the holder housing 20 about an axis of the holder housing 2 without 
axial movement of the collar along the axis in order to permit the phlebotomist or nurse to 
torquably rotate the collar and shield to view the true angle or position of the bevel of the 
cannula so that the cannula can be more easily and accurately inserted into, for example, the vein 
of a patient (see col. 1, lines 45-68; col. 2, lines 1-11; col. 3, lines 23-41), it would have been 
obvious to one of ordinary skill in the art at the time Applicant's invention was made to provide 
the holder assembly of HoUister ('311) as modified by HoUister ('842) above with a collar that 
includes a protrusion or groove for respectively mating with a groove or protrusion on the holder 
housing as claimed in order to rotatably (i.e. by torque) and frictionally hold the collar against 
the holder housing such that a phlebotomist or nurse can torquably rotate the collar and shield to 
view the true angle or position of the bevel of the cannula so that the cannula can be more easily 
and accurately inserted into, for example, the vein of a patient. 

4. Claims 3-4 are rejected under 35 U.S. C. 103(a) as obvious over HoUister ('3 1 1) in view 
of HoUister ('842), and fiuther in view of Kobayashi (US 6,695,819). 
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Hollister ('311) as modified by Hollister ('842) discloses a holder assembly, as described 
above in claim 1, that fails to explicitly teach a pivot assembly wherein a hanger bar is part of 
the safety shield and the hook arm is part of collar. 

However, Kobayashi discloses a holder assembly comprising a hanger bar 78 attached to 
a safety shield 70 and a hook arm 36 attached to a collar 30 such that the safety shield 70 pivots 
about the collar 30 (see figs. 2, 4, 8-9 & 12). 

Since providing a holder assembly with a pin hinge or a living hinge is an art recognized 
substitution (see fig. 2A & col. 8, lines 25-35 of US 6,592,556), it would have been obvious to 
one ordinary skill in the art at the time Applicant's invention was made to provide the holder 
assembly of Hollister ('311) as modified by Hollister ('842) above with a pivot assembly 
comprising a hanger bar attached to a safety shield and a hook arm attached a collar as taught by 
Kobayashi in order to attach the safety shield to the collar such that the safety shield can pivot 
with respect to the collar for selectively covering a needle cannula. 

5. Claims 3-4 are rejected mder 35 U.S.C. 103(a) as obvious over Hollister ('3 1 1) in view 
of Hollister ('842), and fiirther in view of Newby et al. (US 6,440,104). 

Hollister ('311) as modified by Hollister ('842) discloses a holder assembly, as described 
above in claim 1, that fails to explicitly teach a pivot assembly wherein a hanger bar is part of 
the safety shield and the hook arm is part of collar. 

However, Newby et al. disclose a holder assembly comprising a hanger bar 1 82 attached 
to a safety shield 140 and a hook arm 114 attached to a collar 90 such that the safety shield 140 
pivots about the collar 90 (see figs. 1-4). 
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Since providing a holder assembly with a pin hinge or a living hinge is an art recognized 
substitution (see fig. 2A & col. 8, lines 25-35 of US 6,592,556), it would have been obvious to 
one ordinary skill in the art at the time Applicant's invention was made to provide the holder 
assembly of HoUister ('311) as modified by HoUister ('842) above with a pivot assembly 
comprising a hanger bar attached to a safety shield and a hook arm attached a collar as taught by 
Newby et al. in order to attach the safety shield to the collar such that the safety shield can pivot 
with respect to the collar for selectively covering a needle cannula. 

6. Claim 7 is rejected under 35 U.S.C. 103(a) as obvious over HoUister ('311) in view of 
HoUister ('842), Newby et al. ('104), and further in view of Alesi et al. (US 2003/0028152). 

HoUister ('311) as modified by HoUister ('842) and Newby et al. discloses a holder 
assembly, as described above in claim 4, that fails to teach a holder assembly wherein the 
annular skirt on the holder housing substantially encloses an open end of the hook arm. 

However, Newby et al. teach that it is known to provide holder assemblies with a hinge 
comprising a hook arm attached to a collar (see figs. 1-4) and Alesi et al. teach that it is known to 
provide a living hinge attached to the annular skirt 8 of the holder housing 2 (see abstract; see 
figs. 7-8; see par 0033); since it known to substitute living hinges with hinges comprising holes 
and pegs that securely latch onto the holes for attachment and rotation therethrough as described 
above, it would have been obvious to one of ordinary skill in the art at the time Applicant's 
invention was made to provide the holder assembly of HoUister ('311) as modified by HoUister 
('842) and Newby et al. above with an annular skirt that encloses an open end of the hook arm as 
claimed in order to achieve a holder assembly wherein, the shield, while only detachably 
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attachable to the collar, also enjoys the characteristics of a full hinge, notably a secure 
attachment to the housing and collar (i.e. similar to that of the latching of the full hinge). 

7. Claim 7 is rejected under 35 U.S.C. 103(a) as obvious over HoUister ('311) in view of 
HoUister ('842), Kobayashi ('819), and further in view of Alesi et al. (US 2003/0028152). 

HoUister ('311) as modified by HoUister ('842) and Kobayashi discloses a holder 
assembly, as described above in claim 4, that fails to teach a holder assembly wherein the 
annular skirt on the holder housing substantially encloses an open end of the hook arm. 

However, Kobayashi teaches that it is known to provide holder assemblies with a hinge 
comprising a hook arm attached to a collar (see figs. 2, 4, 8-9 & 12) and Alesi et al. teach that it 
is known to provide a living hinge attached to the annular skirt 8 of the holder housing 2 (see 
abstract; see figs. 7-8; see par 0033); since it known to substitute living hinges with hinges 
comprising holes and pegs that securely latch onto the holes for attachment and rotation 
therethrough as described above, it would have been obvious to one of ordinary skill in the art at 
the time Applicant's invention was made to provide the holder assembly of HoUister ('3 1 1) as 
modified by HoUister ('842) and Kobayashi above with an annular skirt that encloses an open 
end of the hook arm as claimed in order to achieve a holder assembly wherein, the shield, while 
only detachably attachable to the collar, also enjoys the characteristics of a full hinge, notably a 
secure attachment to the housing and collar (i.e. similar to that of the latching of the full hinge). 

8. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over HoUister ('311) in 
view of HoUister ('842), and further in view of Gyure et al. (US 5,681,295). 
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HoUister ('311) as modified by Hollister ('842) teaches a holder assembly, as described 
above, that fails to explicitly teach a collar having one or more slits in a rearward portion 
thereof. 

However, Gyure et al. disclose a holder assembly comprising a collar having one or 

more slits in a rearward portion thereof (see figs. 3-4; col. 3,lines 50-67; col. 4, lines 1-27). 

Since Gyure et al. teach a holder assembly comprising a collar having one or more slits in 
a rearward portion thereof so as to provide the collar with some flexibility to allow it to be easily 
snapped into place (see Gyure et al., col. 4, lines 20-27), it would have been obvious to one of 
ordinary skill in the art at the time Applicant's invention was made to provide the holder 
assembly of Hollister ('31 1) as modified by Hollister ('842) with one or more slits as taught by 
Gyure et al. in order to provide the collar with some flexibility to allow it to be easily snapped 
into place. 

Response to Arguments 
9. Applicant's arguments filed November 5, 2008 have been fully considered but they are 
not persuasive. Applicant argues that there is no suggestion of an annular skirt in Hollister 311 
let alone to locate a mounting collar between an annular skirt and a needle receiving port of the 
holder housing. This argument has been considered but has not been deemed persuasive. 

In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co.. 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). For example, the Office action 
does not propose adding an annular skirt to the holder assembly of Hollister ('311) based on 



Application/Control Number: 10/786,725 Page 9 

Art Unit: 3736 

HoUister ('311) alone; moreover, the Office action definitely does not propose locating a 
mounting collar between an annular skirt and a needle receiving port of the holder housing of 
HoUister ('311); instead, the Office action proposes locating an annular skirt around the collar of 
HoUister ('311) as taught by HoUister ('842). In fact, AppUcant already admits that "HoUister 
('311) teaches a collar 918) mounted on the outer surface of the boss (16) (or needle receiving 
port) of the holder (2)." As such, since HoUister ('311) already teaches a mounting collar 
surrounding a needle receiving port, why then would the Office action propose locating "a 
mounting collar" in the device of HoUister ('311)? 

With respect to the Applicant's argument that HoUister '842 fails to teach a safety shield 
and a collar that are axially rotatable with respect to the holder housing about an axis of the 
holder housing such that the safety shield and the collar can be radially rotated to a desired 
position around a needle received within the needle receiving port around the axis of the holder 
housing without axial movement of the collar along the axis. Again, the Examiner notes that the 
Office action has never claimed nor hinted that HoUister ('842) teaches such an embodiment. 
Instead, the Office is clear that the teaching of a safety shield and a collar that are axially 
rotatable with respect to the holder housing about an axis of the holder housing such that the 
safety shield and the collar can be radially rotated to a desired position around a needle received 
within the needle receiving port around the axis of the holder housing without axial movement of 
the collar along the axis can be found in the primary reference of HoUister ('311) (see rejection 
supra). 

Moreover, MPEP 2143.01 (VI) prohibits against changing the principle of operation of a 
reference. As such, the Office action clearly proposes adding an annular skirt to the device of 
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HoUister ('311) as taught by HoIIister ('842) (see rejection supra). Since one of the principles of 
operations of the device of HoUister ('311) involves the use of a rotatable shield/collar assembly 
without axial movement thereof (see col. 1, lines 45-68; col. 2, lines 1-1 1), the Office action has 
further proposed modifying the threads of the annular skirt of HoUister ('842) to include a boss 
and groove mechanism to allow rotation of the shield/collar assembly without axial movement 
thereof to facilitate the insertion of the needle into the patient. 

In view of the foregoing, the rejections over HoUister ('311) and HoUister ('842) are 
maintained. 

Conclusion 

10. THIS ACTION IS MADE FINAL. AppUcant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) wiU be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RENE TOWA whose telephone number is (571)272-8758. The 
examiner can normally be reached on M-F, 8:00-16:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). 

/R. 1.1 

Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



